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if accuracy or precision or both accu-
racy and precision limits for instru-
ments and controls were not met; and

(vii) Include the initials of the person
who performed the calibration and any
recalibration.

(4) Written records of calibrations,
inspections, and checks of automated,
mechanical, and electronic equipment;

(5) Backup file(s) of current software
programs (and of outdated software
that is necessary to retrieve records
that you are required to keep in ac-
cordance with subpart P of this part,
when current software is not able to re-
trieve such records) and of data entered
into computer systems that you use to
manufacture, package, label, or hold
dietary supplements.

(i) Your backup file (e.g., a hard copy
of data you have entered, diskettes,
tapes, microfilm, or compact disks)
must be an exact and complete record
of the data you entered.

(ii) You must keep your backup soft-
ware programs and data secure from al-
terations, inadvertent erasures, or loss;
and

(6) Documentation of the controls
that you use to ensure that equipment
functions in accordance with its in-
tended use.

Subpart E—Requirement to Estab-
lish a Production and Process
Control System

§111.55 What are the requirements to
implement a production and proc-
ess control system?

You must implement a system of pro-
duction and process controls that cov-
ers all stages of manufacturing, pack-
aging, labeling, and holding of the die-
tary supplement to ensure the quality
of the dietary supplement and that the
dietary supplement is packaged and la-
beled as specified in the master manu-
facturing record.

§111.60 What are the design require-
ments for the production and proc-
ess control system?

(a) Your production and in-process
control system must be designed to en-
sure that the dietary supplement is
manufactured, packaged, labeled, and
held in a manner that will ensure the
quality of the dietary supplement and

§111.70

that the dietary supplement is pack-
aged and labeled as specified in the
master manufacturing record; and

(b) The production and in-process
control system must include all re-
quirements of subparts E through L of
this part and must be reviewed and ap-
proved by quality control personnel.

§111.65 What are the requirements for
quality control operations?

You must implement quality control
operations in your manufacturing,
packaging, labeling, and holding oper-
ations for producing the dietary sup-
plement to ensure the quality of the di-
etary supplement and that the dietary
supplement is packaged and labeled as
specified in the master manufacturing
record.

§111.70 What specifications must you
establish?

(a) You must establish a specification
for any point, step, or stage in the
manufacturing process where control is
necessary to ensure the quality of the
dietary supplement and that the die-
tary supplement is packaged and la-
beled as specified in the master manu-
facturing record.

(b) For each component that you use
in the manufacture of a dietary supple-
ment, you must establish component
specifications as follows:

(1) You must establish an identity
specification;

(2) You must establish component
specifications that are necessary to en-
sure that specifications for the purity,
strength and composition of dietary
supplements manufactured using the
components are met; and

(3) You must establish limits on
those types of contamination that may
adulterate or may lead to adulteration
of the finished batch of the dietary sup-
plement to ensure the quality of the di-
etary supplement.

(c) For the in-process production:

(1) You must establish in-process
specifications for any point, step, or
stage in the master manufacturing
record where control is necessary to
help ensure that specifications are met
for the identity, purity, strength, and
composition of the dietary supplements
and, as necessary, for limits on those
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